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Pursuant to 37 CFR 1.97 and 1.98, the references listed on the enclosed Form PTO-1449 
and/or Substitute Form PTO-1449 ("Form 1449") are submitted for consideration by the 
Examiner in the examination of the above-identified patent application. 

The full consideration of the references in their entirety by the Examiner is respectfully 
requested and encouraged. Also, it is respectfully requested that the references be entered 
into the record of the present application and that the Examiner place his or her initials in the 
appropriate area on the enclosed Form 1449, thereby indicating the Examiner's consideration 
of each of the references. 

The submission of the references listed on the Form 1449 is for the purpose of providing a 
complete record and is not a concession that the references listed thereon are prior art to the 
invention claimed in the patent application. The right is expressly reserved to establish an 
invention date earlier than the above-identified filing date in order to remove any reference 
submitted herewith as prior art should it be deemed appropriate to do so. 

Further, the submission of the references is not to be taken as a concession that any reference 
represents art that is relevant or analogous to the claimed invention. Accordingly, the right to 
argue that any reference is not properly within the scope of prior art relevant to an 
examination of the claims in the above-identified application is also expressly reserved. 



The Information Disclosure Statement is being filed: 

£3 within any one of the following time periods: (a) within three months of the filing 
date of a national application other than a continued prosecution application under 
37 CFR 1.53(d); (b) within three months of the date of entry of the national stage as 
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set forth in 37 CFR 1.491 of an international application; (c) before the mailing date 
of a first Office Action on the merits; or (d) before the mailing of a first Office Action 
after the filing of a request for continued examination under 37 CFR 1.1 14. 

□ after (a), (b), (c) or (d) above, but before the mailing date of a final action under 
37 CFR 1.1 13, a Notice of Allowance under 37 CFR 1.311, or an action that 
otherwise closes prosecution in the application, and includes one of: 

□ the Statement under 37 CFR 1.97(e) (see "Statement under 37 CFR 1 97(e)" 
below). v ' 



or 



□ the fee of $ 1 80 set forth in 37 CFR 1 . 1 7(p) (see "Fees" below). 

□ after the mailing date of a final action under 3 7 CFR 1 . 1 1 3 or a Notice of Allowance 
under 37 CFR 1.31 1, or an action that otherwise closes prosecution in the application 
^ /^S ,°I^ e w re Pzy™™ 1 of the issue fee, and includes the Statement under 
37 CFR 1.97(e) (see "Statement under 37 CFR 1.97(e)" below), and the fee of $180 as 
set forth in 37 CFR 1 . 1 7(p) (see "Fees" below). 

□ after the mailing date of a Notice of Allowance under 37 CFR 1.31 1, and on or before 
payment of the issue fee, and within thirty days of receiving each item of information 
^ n JS" ed 1" the Information Disclosure Statement, and includes the Statement under 
37 CFR 1.704(d) (see "Statement under 37 CFR 1.704(d)" below), and the fee of 
$ 1 80 as set forth in 37 CFR 1 . 1 7(p) (see "Fees" below). 

NOTE: This is for original applications except applications for a design patent, filed on or after 
May 29, 2000, wherein a paper containing only an Information Disclosure Statement in compliance 
with 37 CFR 1 .97 and 1 .98 is being filed. 



Copies of the References 

IE1 Copies of the references listed on the enclosed Form 1449 are enclosed herewith 
Attached to each reference not in the English language is a concise explanation of the 
relevance pursuant to 37 CFR 1.98(a)(3). An English-language equivalent/patent, or 
an English-language abstract, or an English-language version of the search report or 
action by a foreign patent office in a counterpart foreign application indicating the 
degree of relevance found by the foreign office is being submitted in lieu of a concise 
explanation of the relevance pursuant to 37 CFR 1.98(a)(3). 

A copy of the foreign search report is enclosed herewith. 

□ The references listed on the enclosed Form 1449 were previously identified in the 
parent apphcation(s) of the present application, and copies of the references were 
furnished at that time. Accordingly, additional copies of the references are not 
submitted herewith, so as not to burden the file with duplicate copies of references 
I he Examiner is respectfully requested to carefully review the references in 
accordance with the requirements set out in the Manual of Patent Examining 
Procedure. In accordance with 37 CFR 1.98(d), the details of the parent application(s) 
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relied upon for an earlier filing date under 35 USC 120 in which copies of the 
references were previously furnished are set out below: 



U.S. APPLICATIONS 


Status (check one) 


U.S. Applications 


U.S. Filing Date 


Patented 


Pending 


Abandoned 


1. 










2. 










3. 











Statement under 37 CFR 1.97(e) 
□ 



□ 



The undersigned hereby states that each item of information contained in the 
Information Disclosure Statement was first cited in any communication from a 
toreign patent office in a counterpart foreign patent application not more than three 
months prior to the filing of the Information Disclosure Statement. 

The undersigned hereby states that no item of information contained in the 
Information Disclosure Statement was cited in a communication from a foreign patent 
office in a counterpart foreign patent application, and, to the knowledge of the 
undersigned after making reasonable inquiry, no item of information contained in the 
f/™ at !°^ 1SCl0SUre Statement was ^own to any individual designated in 
37 CFR 1.56(c) more than three months prior to the filing of the Information 
Disclosure Statement. 



Statement under 37 CFR 1.704(d) 

□ The undersigned hereby states that each item of information contained in the 
Information Disclosure Statement was cited in a communication from a foreign patent 
otfice in a counterpart application and that this communication was not received bv 
any individual designated in 37 CFR 1.56(c) more than thirty days prior to the filing 
of the Information Disclosure Statement. 



Fees 



□ 



No fee is owed by the applicant(s). 

The IDS Fee of $180 under 37 CFR 1.1 7(p) is enclosed herewith. 



Method of Payment of Fees 

□ Attached is a check in the amount of $ 

□ Charge Deposit Account No. 1 2- 1 2 1 6 in the amount of $ 
this communication is enclosed for that purpose.) 



(A duplicate copy of 
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Authorization to Charge Additional Fees 

[g| If any additional fees are owed in connection with this communication, please charge 
Deposit Account No. 12-1216. (A duplicate copy of this communication is enclosed 
for that purpose.) 

Instructions as to Overpayment 

E>3 Credit Account No. 1 2- 1 2 1 6. 
□ Refund 



JoliryKSlyk, Jr., Reg. ]/6. 3ti^63 
LEYJZHG, VOIT & ^AYER, LTD. 
TwB Prudential Plaza, Sufte 4900 
180 North Stetson 
Chicago, Illinois 60601-6780 
(312) 616-5600 (telephone) 
(312)616-5700 (facsimile) 




Date: September 25, 2003 



4 



Please type a plus sign (+) inside this box — > 



Substitute for form 1449A/B/PTO 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(Use as many sheets as necessary) 


C mpIeteifKn wn 


Application Number 


Unassigned 


Filing Date 


September 25, 2003 


First Named Inventor 


Tanuma et al. 


Group Art Unit 


Unassigned 


Examiner Name 


Unassigned 


Sheet j 1 | of | 2 


Attorney Docket Number 


224589 







U.S. PATENT DOCUMENTS 


Examiner 
Initials 


Doc. 
No. 


U.S. Patent Document 


Name of Patentee or Applicant 


Date of Publication 


Filing Date If 
Appropriate 


Application or 
Patent Number 


Kind Code 




AA 


5,821,103 




Tanuma 


Oct. 13, 1998 






AB 


6,358,723 


B1 


Eastman et al. 


March 19, 2002 











































































































FOREIGN PATENT DOCUMENTS 


Examiner 
Initials 


Doc. 
No. 


Foreign Patent Document 


Name of Patentee or Applicant 


Date of Publication 


Translation 


Office 


Application or 
Patent Number 


Kind 
Code 


Yes 


No* + 




AC 


EP 


0 853 121 


A3 


Genentech, Inc. 


Aug. 5, 1998 








AD 


WO 


97/28266 


A1 


Genentech, Inc. 


Aug. 7, 1997 








AE 


WO 


97/40134 


A3 


Genentech, Inc. 


Oct. 30, 1997 





































































































































OTHER - NON PATENT LITERATURE DOCUMENTS 


Examiner 
Initials 


Doc. 
, No. 


Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the item (book, 
magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue number (s), publisher, city 

and/or country where published. 


Translation 


Yes 


No* + 




AF 


BERNARDI, "Spleen Acid Deoxyribonuclease," The Enzymes (3 ra Ed., Boyer, P.D., ed.) 4, 
Chapter 11, 271-287, Academic Press, New York (1971) 








AG 


BARRY et al., "Identification of Deoxyribonuclease II as an Endonuclease Involved in 
Apoptosis," Archives of Biochemistry and Biophysics, 300 (1), 440-450, Academic Press, 
Inc. (January 1993) 








AH 


YASUDA et al., "Human Urine Deoxyribonuclease II (DNase II) Isoenzymes: A Novel 
Immunoaffinity Purification, Biochemical Multiplicity, Genetic Heterogeneity and Broad 
Distribution Among Tissues and Body Fluids," Biochimica et Biophysica Acta 1119 185- 
193(1992) 








Al 


YASUDA et al., "Molecular Cloning of the cDNA Encoding Human Deoxyribonuclease II," 
The Journal of Biological Chemistry, 273 (5), 261 0-261 6 (January 30, 1 998) 








AJ 


LIAO, "The Subunit Structure and Active Site Sequence of Porcine Spleen 
Deoxyribonuclease," The Journal of Biological Chemistry, 260(19), 10708-10713 
(September 5, 1985) 








AK 


SHIOKAWA et al., "Cloning of cDNAs Encoding Porcine and Human DNase II," ' 
Biochemical and Biophysical Research Communication, 247, 864-869 (Article No. 
RC988839)(1998) 








AL 


LESCA, "Protein Inhibitor of Acid Deoxyribonucleases," The Journal of Biological 
Chemistry, 257 (1), 11 6-1 23 (January 1 0, 1 976) 
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INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(Use as many sheets as necessary) 


Complete if Known 


Application Number 


unassigneQ 


Filing Date 


September 25, 2003 


First Named Inventor 


Tanuma et al. 


Group Art Unit 


Unassigned 


Examiner Name 


Unassigned 


Sheet | 2 of | 2 


Attorney Docket Number 


224589 



AM 



AN 



AO 



AP 



BAKER et aL, "Molecular Cloning and Characterization of Human and Murine DNase II " 
Gene, 215, 281-289 (1998) " """" ' 



DULANEY et al., "Isolation of Deoxyribonuclease II of Rat Liver Lysosomes 
of Biological Chemistry, 247(51 1424-1432 (March 10, 1972) 



The Journal 



HAROSH et al., "Mechanism of Action of Deoxyribonuclease II from Human 
Lymphoblasts," Eur. J. Biochem., 202, 479-484 (1991) 



LIAO et al., "Deoxyribonuclease II Purified from the Isolated Lysosomes of Porcine Spleen 
and from Porcine Liver Homogenates. Comparison with Deoxyribonuclease II Purified 
from Porcine Spleen Homogenates," Biochimica et Biophysica Acta, 1007, 15-22 



. . , (1989) 

SLOR, "Purification of C-Labelled Deoxyribonuclease II from HeLa S3 Lysosomes and 
its Use as a Marker for the Study of Nuclear Deoxyribonuclease II," Biochem. J., 136, 83 
87 (1 973) 



AQ 



AR 



AS 



WAGNER et al., "Molecular Strategies for Therapy of Cystic Fibrosis," Annu Rev 
Pharmacol. Toxicol., 35, 257-276 (1995) 



AT 



SHAK, "Aerosolized Recombinant Human DNase I for the Treatment of Cystic Fibrosis " 
Chest, 107(2), 65-70 (February 1995) 



AU 



AV 



ULMER et al., "Engineering Actin-Resistant Human DNase I for Treatment of Cystic 

Fibrosis," Proc. Natl. Acad. Sci. USA, 93, 8225-8229 (August 1996) 

PAN et al., "Improved Potency of Hyperactive and Actin-Resistant Human DNase I 
Variants for Treatment of Cystic Fibrosis and Systemic Lupus Erythematosus " 77?e 
Journal of Biological Chemistry, 273(29), 18374-18381 (July 17 1998) 



LAID LAW et al., "Fowlpox Virus Encodes Nonessential Homologs of Cellular Alpha- 
SNAP, PC-1, and Orphan Human Homolog of a Secreted Nematode Protein " Journal of 
Virology, 72 (8), 6742-6751 (August 1998) 



AW 
AX~ 



BARON et al., "Cloning and characterization of an actin-resistant DNase Mike 

endonuclease secreted by macrophages," Gene, 215(2), 291-301 (1998) 

ZENG et al., "Cloning and Characterization of a Novel Human DNase," Biochemical and 
Biophysical Research Communications, 231, 499-504 (1997) 



Examiner Signature 



Date Considered 



A concise statement of relevance is being submitted in lieu of a translation. 37 CFR 1 98(a)(3) 
n^f!! 9 1 h - ,angua 9 e equivalent/patent, or an English-language abstract, or an English-language version of the search report or action bv a foreian 
LXt^o^ the <*~ ° f »-™ <™« A "2 ^reign office is M j3S£Kl 3 2S 



